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Sir: 





L Stephen B. Ruddy, hereby declare and state that: 

1 . I am a citizen of the United States of America residing at 226 Stallion Lane, 
Schweiiksville, Pennsylvania, U.S.A. 

2. Currently 1 am a Senior Director of NanoCrysta! Technology Product Development at 
Elan Drug Delivery, Inc., with offices at 3500 Horizon Drive, King of Prussia, PA 1 9406. 

3. I am a co-inventor of the invention disclosed and claimed in the above-referenced 
application. 

4. The claimed invention directed to preparing an oral solid dose of a rapidly disintegrating 
nanoparticulate active agent formulation was reduced to practice prior to May 27, 1999. The work 
relating to preparing the claimed formulation, which occurred prior to May 27, 1999, is documented in 
the attached exhibits. 

5. As shown in Exhibit A (Notebook No. 561 1 ? page 55) 7 a nanoparticulate dispersion 
composition, comprising 20% IC-35 1 (a PDE5 inhibitor) as the active agent, and 4% hydroxypropyl 
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methylcellulose (HPMC) and 0.2% sodium lauryl sulfate (SLS) as the surface stabilizers, and having an 
effective average particle size of from about 1 1 7 nm to about 124 nm, was prepared as a first Step in 
producing a rapidly disintegrating nanoparticulate active agent composition. 

6. As shown in Exhibit B (Notebook No. 561 1, pages 56-57), the nanoparticulate dispersion 
composition described in Exhibit A was combined with mannitol (drug:mannitol ratio of 1 :4), and the 
resulting composition was spray dried as a second step in producing a rapidly disintegrating 
nanoparticulate active agent composition. 

7. As shown in Exhibit C (Notebook No. 561 1, pages 68-69). the spray dried powder 
composition described in Exhibit B was combined with sodium bicarbonate, citric acid, sodium 
saccharin, magnesium stearate, silica, PVP K-90 and spray dried lactose. The resulting composition was 
then compressed into tablets on a Carver press as a final step in producing a rapidly disintegrating 
nanoparticulate active agent composition. 

8. I further declare that all statements made herein of my knowledge are true and that all 
statements made on information and belief are believed to be true; and further, that these statements were 
made with the knowledge that willful false statements and the like so made are punishable by fine or 
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